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(14) The term medicated premix means 
a Type A medicated article as defined 
in § 558.3 of this chapter. The article 
contains one or more drugs as defined 
in section 201(g) of the act. The manu-
facture of medicated premixes is sub-
ject to the requirements of part 226 of 
this chapter. 

(15) Quality control unit means any 
person or organizational element des-
ignated by the firm to be responsible 
for the duties relating to quality con-
trol. 

(16) Strength means: 
(i) The concentration of the drug sub-

stance (for example, weight/weight, 
weight/volume, or unit dose/volume 
basis), and/or 

(ii) The potency, that is, the thera-
peutic activity of the drug product as 
indicated by appropriate laboratory 
tests or by adequately developed and 
controlled clinical data (expressed, for 
example, in terms of units by reference 
to a standard). 

(17) Theoretical yield means the quan-
tity that would be produced at any ap-
propriate phase of manufacture, proc-
essing, or packing of a particular drug 
product, based upon the quantity of 
components to be used, in the absence 
of any loss or error in actual produc-
tion. 

(18) Actual yield means the quantity 
that is actually produced at any appro-
priate phase of manufacture, proc-
essing, or packing of a particular drug 
product. 

(19) Percentage of theoretical yield 
means the ratio of the actual yield (at 
any appropriate phase of manufacture, 
processing, or packing of a particular 
drug product) to the theoretical yield 
(at the same phase), stated as a per-
centage. 

(20) Acceptance criteria means the 
product specifications and acceptance/ 
rejection criteria, such as acceptable 
quality level and unacceptable quality 
level, with an associated sampling 
plan, that are necessary for making a 
decision to accept or reject a lot or 
batch (or any other convenient sub-
groups of manufactured units). 

(21) Representative sample means a 
sample that consists of a number of 
units that are drawn based on rational 
criteria such as random sampling and 
intended to assure that the sample ac-

curately portrays the material being 
sampled. 

(22) Gang-printed labeling means la-
beling derived from a sheet of material 
on which more than one item of label-
ing is printed. 

[43 FR 45076, Sept. 29, 1978, as amended at 51 
FR 7389, Mar. 3, 1986; 58 FR 41353, Aug. 3, 1993] 
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AUTHORITY: 21 U.S.C. 321, 351, 352, 355, 360b, 
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SOURCE: 43 FR 45077, Sept. 29, 1978, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 211.1 Scope. 
(a) The regulations in this part con-

tain the minimum current good manu-
facturing practice for preparation of 
drug products for administration to hu-
mans or animals. 

(b) The current good manufacturing 
practice regulations in this chapter, as 
they pertain to drug products, and in 
parts 600 through 680 of this chapter, as 
they pertain to biological products for 
human use, shall be considered to sup-
plement, not supersede, the regulations 
in this part unless the regulations ex-
plicitly provide otherwise. In the event 
it is impossible to comply with applica-
ble regulations both in this part and in 
other parts of this chapter or in parts 
600 through 680 of this chapter, the reg-
ulation specifically applicable to the 
drug product in question shall super-
sede the regulation in this part. 

(c) Pending consideration of a pro-
posed exemption, published in the FED-
ERAL REGISTER of September 29, 1978, 
the requirements in this part shall not 
be enforced for OTC drug products if 
the products and all their ingredients 
are ordinarily marketed and consumed 
as human foods, and which products 
may also fall within the legal defini-
tion of drugs by virtue of their in-
tended use. Therefore, until further no-
tice, regulations under part 110 of this 
chapter, and where applicable, parts 113 
to 129 of this chapter, shall be applied 
in determining whether these OTC drug 
products that are also foods are manu-
factured, processed, packed, or held 
under current good manufacturing 
practice. 

[43 FR 45077, Sept. 29, 1978, as amended at 62 
FR 66522, Dec. 19, 1997] 

EFFECTIVE DATE NOTE: At 69 FR 29828, May 
25, 2004, § 211.1 was amended by revising para-
graph (b), effective May 25, 2005. For the con-
venience of the user the revised text follows: 
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§ 211.1 Scope. 

* * * * * 

(b) The current good manufacturing prac-
tice regulations in this chapter as they per-
tain to drug products; in parts 600 through 
680 of this chapter, as they pertain to drugs 
that are also biological products for human 
use; and in part 1271 of this chapter, as they 
are applicable to drugs that are also human 
cells, tissues, and cellular and tissue-based 
products (HCT/Ps) and that are drugs (sub-
ject to review under an application sub-
mitted under section 505 of the act or under 
a biological product license application 
under section 351 of the Public Health Serv-
ice Act); supplement and do not supersede 
the regulations in this part unless the regu-
lations explicitly provide otherwise. In the 
event of a conflict between applicable regu-
lations in this part and in other parts of this 
chapter, or in parts 600 through 680 of this 
chapter, or in part 1271 of this chapter, the 
regulation specifically applicable to the drug 
product in question shall supersede the more 
general. 

* * * * * 

§ 211.3 Definitions. 
The definitions set forth in § 210.3 of 

this chapter apply in this part. 

Subpart B—Organization and 
Personnel 

§ 211.22 Responsibilities of quality 
control unit. 

(a) There shall be a quality control 
unit that shall have the responsibility 
and authority to approve or reject all 
components, drug product containers, 
closures, in-process materials, pack-
aging material, labeling, and drug 
products, and the authority to review 
production records to assure that no 
errors have occurred or, if errors have 
occurred, that they have been fully in-
vestigated. The quality control unit 
shall be responsible for approving or re-
jecting drug products manufactured, 
processed, packed, or held under con-
tract by another company. 

(b) Adequate laboratory facilities for 
the testing and approval (or rejection) 
of components, drug product con-
tainers, closures, packaging materials, 
in-process materials, and drug products 
shall be available to the quality con-
trol unit. 

(c) The quality control unit shall 
have the responsibility for approving 
or rejecting all procedures or specifica-
tions impacting on the identity, 
strength, quality, and purity of the 
drug product. 

(d) The responsibilities and proce-
dures applicable to the quality control 
unit shall be in writing; such written 
procedures shall be followed. 

§ 211.25 Personnel qualifications. 
(a) Each person engaged in the manu-

facture, processing, packing, or holding 
of a drug product shall have education, 
training, and experience, or any com-
bination thereof, to enable that person 
to perform the assigned functions. 
Training shall be in the particular op-
erations that the employee performs 
and in current good manufacturing 
practice (including the current good 
manufacturing practice regulations in 
this chapter and written procedures re-
quired by these regulations) as they re-
late to the employee’s functions. 
Training in current good manufac-
turing practice shall be conducted by 
qualified individuals on a continuing 
basis and with sufficient frequency to 
assure that employees remain familiar 
with CGMP requirements applicable to 
them. 

(b) Each person responsible for super-
vising the manufacture, processing, 
packing, or holding of a drug product 
shall have the education, training, and 
experience, or any combination there-
of, to perform assigned functions in 
such a manner as to provide assurance 
that the drug product has the safety, 
identity, strength, quality, and purity 
that it purports or is represented to 
possess. 

(c) There shall be an adequate num-
ber of qualified personnel to perform 
and supervise the manufacture, proc-
essing, packing, or holding of each drug 
product. 

§ 211.28 Personnel responsibilities. 
(a) Personnel engaged in the manu-

facture, processing, packing, or holding 
of a drug product shall wear clean 
clothing appropriate for the duties 
they perform. Protective apparel, such 
as head, face, hand, and arm coverings, 
shall be worn as necessary to protect 
drug products from contamination. 
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